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I. INTRODUCTION 

ArthroCare has failed to overcome Smith & Nephew's strong showing that a 

stay should be granted in this appeal, particularly where the issues of patent 

validity and enforceability are in serious doubt, and Smith & Nephew has made a 

strong showing under the Standard Havens fectors. 

n ANY INJUNCTION SHOULD BE STAYED UNTIL THE 

ANTITRUST COUNTERCLAIM IS FINALLY ADJUDICATED 

A. Smith & Nephew Must Be AUowed to Respond Directly to 
ArthroCare's Arguments 

In its Response ("Resp."), ArthroCare has not said one word in support of 
the district court's decision to grant ArthroCare's motion to dismiss Smith & 
Nephew's antitrust counterclaim while briefing had been stayed on the motion. 
Apparently, ArthroCare concedes that the court's decision was improper. 

Instead, ArthroCare argues that due process was nevertheless satisfied by 
Smith & Nephew's motion for reconsideration, which was only filed after the 
district court had granted the motion to dismiss. For support, ArthroCare relies on 
Greenev. WCI Holdings Corp., 136F.3d313,316(2dCir. 1998) (Resp. at«3), but 
its argument is unavailing. In Greene, prior to dismissing the complaint, the 
plaintiff was permitted to file "extensive written arguments with the district court, 
which allowed him to address specific issues of law with which the district court 
was concemed," and thus the court held it was not error to deny oral argument on 
the motion. at 316. Conversely, Smith & Nephew was prevented fi-om 
presenting any arguments - written or oral - to the district court to respond to 
ArthroCare's motion to dismiss the antitrust counterclaim. 
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Moreover, the motion for reconsideration did not pertnit Smidi & Nephew to 
respond to ArfliroCare's motion to dismiss **in a meaningful way. -* See Id. Since it 
was only a motion for reconsideration, it was directed primarily to the district 
court's procedural errors, rather than the merits of ArthroCare's motion to dismiss. 
In fact, Smith & Nephew filed a separate motion to lift the stay and permit it to file 
a substantive response to the motion to disiniss, but the district court denied that 
motion, even though it was unopposed by ArthroCare. (Mot. Ex. 9; Reply Ex. 36). 

Therefore, ArthroCare has not overcome the fact that Smith & Nephew was 

denied due process, and the district court improperly granted the motion to dismiss. 

B. Smith & Nephew's Antitrust Counterclaim Meets the Pleading 
Requirements of Federal Rule of Civil Procedure 8 

Smith & Nq)hew's counterclaim plainly states a claim for which relief may 
be granted ~ it sets out the necessary elements of an antitrust claim under ^ 1 of the 
Sherman Act in "simple, concise, and direct" terms. Fed. R. Civ. P. 8(e)(1). 

In the third circuit, where the underlying case arose, "[t]hree elements must 
be alleged to sustain a cause of action under section 1 of the Sherman Act. .^.a 
contract, combination or conspiracy; a restraint of trade; and an effect on interstate 
commerce." Fuentes v. South Hills Cardiology, 946 F.2d 196, 198 (3d Cir. 1991). 
Smith & Nephew has sufficiently set out these elements. Rule 8 does not require 
more. Id. at 202 ("allegations identifying the conspiracy's participants, purpose 
and motive are sufficient to survive a motion to dismiss"). This is particularly 
important in antitrust cases because the evidence necessary to prove the antitrust 
claim is in the hands of the conspirators. Hospital Building Co. v. Trustees of Rex 
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Hospital 425 U.S. 738, 746 (1976). Thus, "dismissal prior to giving the plaintiff 
ample opportunity for discovery should be granted very sparingly^^^^^ 
ArthrpCa re also asserts that the "co unterclaim never says gl^HI 

(Resp. at 8). ArthroCare is incorrect. 




Indeed paragraphs 33-35 and 37, which, along with all reasonable inferences 
drawn therefrom must be accepted as true, say just that. Mot at 8). Rule 8 
does not require more than giving "fair notice of what the plaintiffs claim is and 
the grounds upon which it rests." SmerHewicz v. Soreman N.A., 534 U.S. 506, 
512 (2002) (quoting Conley v. Gibson, 355 U.S. 41, 47 (1957)). 

ArthroCare further argues that Smith & Nephew cannot plead antittust 
injury because the jury found that its patents were valid and infringed. (Resp. at 9- 
10). ArthroCare principally relies on Axis, S.pA v. Micafil, Inc., 870 F.2d 1 105 
(6th Cir.), cert denied, 493 U.S. 823 (1989). But in that case, the court held that 
the plaintiff had suffered no antitrust injury because patents held by third parties 
had foreclosed plaintiff from entering the market prior to and independently of the 
defendant's unlawful conduct (i.e., acquisition of a patent-holding firm). See Id. at 
1 1 1 1 . The court was also careful to point out that the plaintiff in that case failed to 
dlege that the antitrust defendant "violated the antitrust laws by misusing its 
patents or licences." Id. Similarly, the court emphasized that the antitrust 



Discovery regarding the antitrust counterclaim was also stayed (}Aol Ex. 1 1 at 6), 
3 Smith & N5)hew has never been able to flesh out its antitrust defense. 
Rule 8 also recognizes that alternative theories may be pled Thus ^e fact Aat 
the coimterclaim also included additional allegations tiiat the lawsuit was baseless, 
'iL'es '^mS in^^^ smith & Nephew^s ^legations of ^ antitrust d^m 
based on the collusion between ArthroCare and Etincon. Fed. R. Civ. P. 8(eX2). 
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defendant in that case, unlike the ArthroCare/Ethicon combination here, ''never 

dominated the U.S. market" for the relevant product Id. Finally, that case, unlike 

Smith & Nephew's counterclaim here, involved solely unilateral conduct, not a 

conspiracy between two dominant firms to exclude conq)etition. Id} 

ArthroCare does not dispute that Smith & Nephew's antitrust counterclaim, 

if successful, would render all of the patents-in-suit unenforceable. Thus, since the 

district court's dismissal of that counterclaim was improper, any injunction ^ould 

be stayed pending appeal and final adjudication of the counterclaim. 

in. SMITH & NEPHEW HAS A HIGH PROBABILrrY OF 
SUCCEEDING ON APPEAL 

A. ArthroCare Grossly Overstates the Challenges Smith & Nephew 
Faces on Appeal 

ArthroCare argues that "it is entitled to an injunction if just one of the 16 
claims is upheld on appeal." (Resp. at 1, 1 1-12). Li so arguing, ArthroCare 
suggests that Smith & Nephew cannot avoid an injunction unless it prevails on 
every one of 16 separate issues. However, ArthroCare 's argument ignores the 
legal reality that if Smith & Nephew prevails on just one of its issues on appeal, 
any injunction would be rendered invalid because its scope would change. 

For example, in its Motion, Smith & Nephew showed that if it prevailed on 
the constmction of the claim term "connector," tiie '536 patent would not be 
infringed. Since that is the only apparatus patent, any injunction against making 
the accused products in the United States would be void. (Mot. at 15, n. 10). 

^ ArdiroCare's other cases, Brunswick Corp. v. Pueblo Bowl-O-Mat, Inc., 429 U.S. 
477 (1977) and City of Pittsburg v. West Penn. Power Co., 147 F.3d 256 (3d Cir. 
1998), do not even involve patents or the issue of patent misuse. 
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ArthroCare admits that this result would occur, recognizing that if Smith & 
Nephew wins on the construction of "connector," all that would rcmam would be 
the '882 and '592 method patents. (Resp. at 13). 

Smith & Nephew also intends to raise other issues on appeal, which by 
themselves would dispose of the enArety of the jury's verdict. For exanq)le. Smith 
& Nephew sought a new trial on the ground that the district court's admission of 
so-called "copying" evidence was inq)roper, inflammatory, and unduly prejudicial. 
(Reply Ex. 37 at 17-27). If Smith & Nephew prevails on just this one issue, the 
entire case will be remanded for a new trial on all issues. Standard Havens Prods., 
Inc. V. Gencor Indus., Inc., 897 FJ2d 511, 514 (Fed. Cir. 1990): 

Gencor, in addition, may prevail in the appeal without showing that 
the judgment must be reversed if it shows that the district court abused 
its discretion m denying its motion for a new trial. An order vacatmg 
the judgment would be success on the merits of the appeal. 

Thus, the scope of any injunction would be significantly inq)acted if Smith 
& Nephew prevailed on just one of its issues on appeal. 

B. The Balance of Standard Havens Factors Favors a Stay 
The four factors this Court set forth in Standard Havens, 897 F.2d at 5 12 
(See Mot. at 1 1), need not be given equal weight. For example, in Standard 
Havens, this Court held that the stronger the showing of likelihood of success on 
the merits, the less heavily the balance of harms need tip in movant's favor. 
Conversely, if the harm factors weigh heavily in movant's favor, it need only 
demonstrate a substantial case on the merits. Id., 897 F.2d at 513. Here, there is 
not only a strong likelihood of success on the merits, but the balance of harms. 
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including harm to the pubhc (i.e., surgeons and patients), tips heavily in favor of 
maintaining the status quo and granting a stay of the injunction pending appeal. 
1. Substantial Invalidity Questions Exist 

Particularly in light of the pending reexaminations. Smith & Nephew has 
demonstrated that there is high likelihood that the patents will be found invalid. 

ArthroCare disputes this by arguing that the prior art has ah-eady been 
considered by the PTO. (Resp. at 12)/ However, that argument was of no 
consequence in Standard Havens (897 F.2d at 514), and for the same reasons is of 
no consequence here. For example, as flie reexamination examiner has made clear, 
"Roos * 198 discloses an electrically conducting fluid in claim 1. The teaching of 
an electrically conducting fluid in Roos ' 198 was not considered in the prosecution 
of the application, which became the Eggers et al. patent." (Mot Ex. 23 at 2) 
(emphasis added). It is highly likely that this Court will come to the same 
conclusion once it hears Smith & Nephew's full arguments during ^eal.^ 



The fact that the '536 patent has previously been reexamined does not change the 
likelihood of success on appeal. First, the prior reexamination was conducted by 
the same examiner that examined the original application. (Compare Mot. Ex. 13 
with Reply Ex. 38). An original examiner is less likely to change his decision on 
reexamination, a fact that the PTO inherently recognizes. See M.P.E.P. 2236. 
Moreover, the current reexamination examiner has determined that the prior art 
"has been presented in a new light with a material new argument or interpretation," 
that was not considered in the prior reexamination. (Mot. Ex. 21 at 2-3). 

^ During both prior prosecution and the trial, ArthroCare argued that the Roos * 198 
prior art did not disclose an electrically conducting fluid, and the jury apparently 
accepted that argument. However, the reexamination examiner's contrary 
conclusion is well supported by the reference itself See Roos claim 1, which 
explicitly teaches the use of "liquid to provide electrical conductance," i.e., 
electrically conducting fluid. (Reply Ex. 39, col. 7, lines 60-61). 
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2. Substantial Qaim Construction Issues Exist 

ArthroCare mischaracterizes Smith & Nephew's argument regarding readmg 
the "connector" limitation out of the claim.*' It has never been argued that "located 
at the proximal end of the shaft" is read out of the clarai by the district court's 
construction. (5ee Mot. at 14). Rather, "coraiectof itself is read out of the claim, 
because if one were to substitute that term for the court's claim construction 
(underlined), the entire limitation would read "a structure that electrically links the 
electrode terminal to the high fr »>.qii«ncv power supply near the proximal end of the 
shaft electrically coupling the electrode terminal to the electrosurgical power 
supply." This makes no sense and gives no meaningful definition of "connector." 
Thus, there is a strong likelihood that this Court will reverse the district 

court's claim construction. 

3. ArthroCare will Not be Harmed by a Stay of Injunction 
ArthroCare has demonstrated no real harm that it will incur if the injunction 
is stayed pending appeal.* As shown in Smith & Nephew's Motion, the ^ 



^ While Smith & Nephew described only one claim construction error in its 
Motion, it intends to raise several others on appeal, each of which would be 
completely dispositive of the patent in which it is found. {See Mot. at 15, n.lO). 

^ ArthroCare is incorrect when it asserts that Smith & Nephew did not preserve the 
Certificate ofCorrection issue for appeal. (Resp.atlS). There is no reqmrement 
to make a further objection if such further objection would be futile. See, e.g., 
Ecolahlnc. v. Paractipse, Inc., 285 F.3d 1362, 1369-70 (Fed. Cir. 2002). 
' The Odetics, Inc. v. Storage Techs. Corp., 14 F.Supp.2d 785 (D. Minn. 1998) 
case, on which ArthroCare relies (Resp. at 15-16), holds only tiiat licenses to the 
patent-in-suit do not lessen the presunq)tion of harm when decidmg whether to 
enjoin an infringer at all. Id. at 795. However, the Odetics court further held, 
contrary to ArthroCare's argument, that licensing competitors ness[ens thej 
likelihood that a stay would cause any substantial harm." Id. at 799. 
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presumption of harm from even a clear showing of patent validity and 
infringement ~ which is not present here - is rebuttable. (Mot. at 16). 

ArthroCare tries to distinguish the cases relied on by Smith & Nephew by 
asserting that it has ''never willingly licensed anyone." (Resp. at 16, n.6). But this 
alleged distinction is absurd. No one forced ArthroCare to license the rest of the 
industry. Certainly, no-one forced ArthroCare to setfle a lawsuit in which the 




Thus, ArthroCare's attempt to distinguish Smith & Nephew's cases is unavailing. 



ArthroCare argues, without even trying to offer evidentiary support, that it 

has somehow lost goodwill or opportunities for research and development. (Resp. 

at 16). In fact, its most recent financial results prove just the opposite ~ that its 

product revenues have actually increased 30% from 2003 to 2004. (Reply Ex. 40). 

This is hardly evidence of a loss of goodwill. Similarly, ArthroCare's research and 

development is actually increasing, rather than decreasing as it argues: 

The increase in research and development expenses in 2003 as 
compared to 2002 is primarily due to our continued investment in 
Coblation technology. . . The increase consists of $ 1 .2 million in 
increased compensation and related expenses due to increasing 
headcount, and $0.6 million in increased prototype development costs. 

(Reply Ex. 41 at 36). An increase in spending and headcount is hardly evidence of 
a conq)any*s research and development being irreparably harmed. 

Thus, Smith & Nephew's presence in the market has not irreparably harmed 
ArthroCare, and a stay of injunction will not result in any harm. 
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4. The Public Interest Strongly Favors a Stay 

ArthroCare has also failed to overcome Smith & Nephew's showing (hat 
surgeons and their patients will be greatly harmed by an immediate injunction. 
Most noticeably, ArthroCare has not shown that any other product on the 

market performs like the Smith & Nephew ElectroBlade. It argues that surgeons 
who evaluated the ElectroBlade would have used an ArthroCare probe for the 
same procedure. (Resp. at 18). However, the document cited by ArthroCare 
shows just the opposite; it shows that the doctor would have used a full radius 
blade (i.e., a mechanical shaver) and an ArthroCare probe together. (Resp. Ex. 12 
at SN46966). As Smith & Nephew pointed out in its Motion, without the 
ElectroBlade, surgeons generally switch between a mechanical shaver and RF 
coagulation device, increasing surgical time as well as patient morbity and the use 
of tourniquets. (Mot. at 19; see also Id. at SN46967 (noting that feWer instruments 
were used compared to procedures without the ElectroBlade)). 

In fact, ArthroCare's own documents undercut its argument that i ts products 
can substitute for the mechanical shaver capability of the ElectroBlade: 



ArthroCare also argues that the Linvatec Trident is 
similar to the ElectroBlade. (Resp. at 18, n. 8). This is also incorrect. The Trident 
is a mechanical shaver with an RF device on the opposite side of the shaver blade, 
and therefore "cannot mechanically resect and coagulate simultaneously." (Mot. 
Ex.31). 



Thus, there would be substantial hann to the public in removing these 
uniquely beneficial medical devices from the market. The injunction should be 
stayed pending appeal to avoid such harm. 

5. Balance of the Harms 

Because Smith & Nephew has a high likelihood of success on appeal, the 
balance of the harms need only tip slightly in its favor. Standard Havens , 897 F.2d 
at 513. Jn fact, the balance of harms tips heavily in favor of a stay as well. 

As shown above, ArthroCare has failed to show it will suffer any real 
irreparable harm should this Court maintain the status quo and grant a stay. If an 
injunction was stayed and ArthroCare was to prevail on every issue on appeal it 
would have monetary damages available for infringement, which it has shown is 
sufficient by licensing every other competitor in the m^ket. However, with an 
injunction in place, if Smith & Nephew were to prevail on any issue on appeal it 
would have no remedy for the harm it would suffer while off the market. Smith & 
Nephew will have been wrongly removed from a market whose barrier to ^try is 
high and its proper reentry would be highly in^robable. 

Thus, the balance of harms further supports a stay of the injunction. 

IV. SMITH & NEPHEW IS WILLING TO POST A BOND 

While Smith & Nephew contends that no bond should be necessary, it would 
be willing to consider a reasonable bond required by this Court to support the stay. 

V. CONCLUSION 

For the foregoing reasons, and the reasons set forth in its Motion, Smith & 
Nephew respectfully requests that this Court stay any injunction pending appeal. 



10 



Respectfully Submitted, 

Cv>j)9!\aJ/ — 

Mark J. Hebert 

FISH & RICHARDSON P.C. 

225 Franklin Street 

Boston, MA 02110 

(617)542-5070 

Attorney for Smith & Nephew, Inc. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 



ARTHROCARE CORPORATION. 
PlaintifT, 

V. 

SMITH & NEPHEW, INC. 

Defendant 

SMITH & NEPHEW, INC.. 

Counterclaim Plaintiff, 

V. 

ARTHROCARE CORPORATION, AND 
ETHICON. INC., 

Counterclaim Defendants. . 



SMITH & NEPHEW'S UNOPPOSED MOTION TO LIFT STAY TO PERMIT 
SMITH & NEPHEW TO FILE AN ANSWERING BRIEF IN OPPOSITION TO 
ARHTROCARE'S MOTION TO DISMISS SMITH & NEPHEW'S ANTITRUST 

COUNTERCLAIM 

Defendant, Smith & Nephew, Inc. ("Smith & Nephew") hereby moves to lift the 
stay previously imposed by the Court and permit Smith & Nephew to file an Answering 
Brief in opposition to the motion filed by ArthroCare Corp, ("ArthroCare'O to dismiss 
Smith & Nephew's antiu^t counterclaim. ArthroCare states that it does not oppose this 
motion, to support of this motion. Smith & Nephew states as follows: 

I . On May 27, 2003, ArthroCare filed a Motion to Dismiss Smith & 
Nephew's Antitrust Counterclaim. (D.I. 429. "Motion to Dismiss'*). Thereafter, on June 
9, 2003, before Smith & Nephew's answering brief was due, the Court held a telephone 
conference to set a briefing schedule for all post-trial motions in this case. (D.l. 447). 
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2. During that June 9, 2003 teleconference, with respect to all matters 
relating to the issues of antitrust, damages and willfulness, the Court stayed all further 
proceedings, including briefing with respect to the Motion to Dismiss^ (A/, at 10:15-22» 
14:21-23, 15:2-5. 15:2M6:1). The Court also advised the parties that no formal order 
would issue because the orders staying the various issues discussed during the 
teleconference would be reflected in the transcript. {Id. at 12:21-24). 

3. No further order has ever issued which lifted or otherwise addressed the 
Court's stay of any further briefing with respect to ArthroCare's Motion to Dismiss. 

4. On March 10, 2004 the Court issued Orders (D J. 482 and 484) in which 
the Court granted ArthroCare's Motion to Dismiss, as well as its motion for a permanent 
injunction. ("^Motion for Permanent Injunction'^ (DJ. 424)/ 

5. In the memorandum opinion supporting the Court's Order granting the 
Motion to Dismiss, the Court infenred from the absence of an answering brief filed by 
Smith & Nephew that tbe motion was not opposed: ''Smith & Nephew has not 
responded... [t]he court, therefore, presumes that Smith & Nephew does not oppose the 



' Defendant Smith & Nephew has filed a motion pursuant to Local Rule 7.1.5 for 
reconsideration (D.1. 488) because the Order granting the Motion to Dismiss was based 
on two mistaken assumptions: 1) that the motion was unopposed; and 2) that the viability 
of Smith & Nephew's antitrust counterclaim depends on a showing that this action was 
objectively baseless ''sham" litigation. Because the erroneous dismissal of Smith & 
Nephew's antitrust counterclaims was the predicate for the court's finding that ''it is not 
premature to enter an injunction" (D.I. 483 at 90, n.29), Smith & Nephew also requested 
reconsideration of the court's Order granting the Motion for Permanent Injunction. The 
injustice of the ruling on the antitrust counterclaim was compounded when ArthroCare 
ignored the Court's stay of briefing in opposing the motion for reconsideration and 
instead repeated its arguments in support of its motion to dismiss, knowing that Smith & 
Nephew again would have no opportunity to respond. Local Rule 7.1 .5 ("The Court will 
determine from the motion and answer whether reargument will be granted."); 
Stairmaster Sports/Medical Products, Inc. v. Groupe Procycle, Inc., 25 F.Supp.2d 270, 
292 p. Del. 1998)(Local Rule 7.1 .5 "permits filing of only one brief per side with an 
emphasis on brevity ... StairMaster, apparently anxious to get the last word, filed a reply 
brief while Local Rule 7.1.5 distinctly sets out that 'the Court will determine from the 
motion and answer whether argument will be granted.'"). 
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motion." (D.L 483. at n. 1). This presumption was in enor. Smith & Nephew made its 
opposition to the Motion to Dismiss known when it opposed the Motion for Pennanent 
Injunction, as the Court acknowledged, (fd.). It was given no fiirther opportunity to 
oppose because the Court stayed briefing on the Motion to Dismiss and all other activity 
related to the antitrust countercluni. 

6. Moreover, because the Court did not have a brief in opposition to Ac 
Motion to Dismiss, it adopted ArthroCare's misleading, incomplete and erroneous 
characterization of the counterclaim as a simple "sham" litigation claim.and found it 
barred by the jury's verdict and the Noerr-Pennington doctrine. In particular, the Court 
characterized Smith & Nephew's antitrust counterclaim as "premised on the idea that 
ArthroCare and Ethicon* filed *sham' litigation against Smith & Nephew to prevent or 
restrain it from entering the arthroscopic surgery market.** Undoubtedly, this incomplete 
and inaccurate characterization of the antitrost counterclaim was derived in large part 
from the unanswered arguments made in ArthroCare's brief in support of its Motion to 
Dismiss. (D.I.430). For example. ArthroCare argued there that, "Smith & Nephew had 
to make these allegations [that the lawsuit was objectively baseless] because ArthroCare's 
patent infringement suit cannot give rise to antitrust liabUity unless Smith & Nephew 
pleads and proves that ArthroCare has engaged in 'sham litigation.'" (D.1. 430 at 6). 
(emphasis added). However, Smith & Nephew's antitrust counterclaim is not so limited. 

7. Fundamental fairness, as well as due process, requires that Smith & 
Nephew be given an opportunity to be heard on the merits in connection with the Motion 
to Dismiss. Dougherty V. Harper's Magazine Co., 537 ?2d 758 (3d Cir. 1976). In 
Dougherty, the court stated: 

Rule 12(d), FRCP requires that a Rule 12(b)(6) motion for dismissal ... 
may be disposed of only after a hearing, which affords an opporttmity to 
present legal arguments either orally, in writing, or both at the District 
Court's discretion. The right to hearing is "the essence of our judicial 



2 Ethicon, Inc. is not a plaintiff in this case. Ethicon was addwi as a counterclaim 
defendant on the antitrust counterclaim included in the Amended Answer and 
Counterclaims of Smith & Nephew, Inc. (D.I. 219). 
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system, and the judge's feeling that the case is probably frivolous does not 
justify bypassing that right." In Jordan v. County of Montgomery.. 
Pennsylvania, ... we held that an order dismissing a complaint under Rule 
12(b)(6), entered without affording the plaintiff art opportunity to be 
heard, must be reversed. ^tnoitihz\\n Council of Federated 
Organizations v. Mize, 339 R2d 898 (5th Cir. 1964), the Court 
characterized as a denial of due process the entry of an order dismissing 
the coniplatnt for failure to state a claim without giving the plaintiff an . 
opportunity to be heard. 

Id. at 761 (internal citations omitted). Similarly, the Supreme Court has held: 

Under Rule 1 2(b)(6), a plaintiff with an arguable claim is ordinarily 
accorded notice of a pending motion to dismiss for failure to state a claim 
and an opportunity to amend the complaint before the motion is ruled 
upon. These procedwes alert him to the legal theory underlying the 
defendant's challenge, and enable him meaningfully to respond by 
opposing the motion to dismiss on legal grounds or by clari fying his 
factual allegations so as to conform with the requirements of a valid legal 
cause of action. This adversarial process also crystallizes the pertinent 
issues and facilitates appellate review of a trial court dismissal by creating 
a more complete record of the case. 

Neitzke v. Williams, 490 U.S. 319, 329-30 (1989). 

CoDclusloo 

8. For the reasons set forth herein, Smith & Nephew respectfully requests 
that the Court lift its June 9, 2003 stay with respect to briefing on ArthroCare's Motion to 
Dismiss, and allow Smith & Nephew to file an Opposhion to the Motion. 
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FISH & RICHARDSON P.C. 



WilHam J. Marfdcn, Jr. (#2247) 
Eugene B. Joswick (#4271) 
919 N. Market Street, Saite 1 100 . 
P.O.BoxUM 
. Wilmington, DE 19899^1114 
Telephone: (302)652-5070 
Facsimile: (302)652-0607 

Mark J. Hebert 
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Telephone: (61 7) 542-5070 
Facsimile: (617) 542-8906 

Ruffm B. Cordell 
1425 K Street, N.W. 
Washington, DC 20005-3500 
Telephone: (202) 783-5070 
Facsimile: (202) 783-2331 

Attorneys for Defendant 
SMITH & NEPHE^y, INC. 
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RULE7,L1 CERTICTCATE 

I hereby certify that I have contacted counsel for ArthroCare on the matters set 
forth in the Motion* I further certify that I ArthroCare*s counsel does not oppose our 
motion to lift the stay to permit Smith & Nephew to file an answering brief. 
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ORDER GRANtlNG/DENYING REQUEST FOR REEXAMINATION 

The request for reexamination has been pohsidered Identification of the claimSi thie references 
relied on, and the raUonale siipporting the detennin^jBon are attached. 

AtGchment(8): DPTOegz, H PTai449. Ho^he^ " 

0 • * 

1. %^ The request for reexarrdnatlon Is GRANTED. 

n 

C RESPONSE TIMES ARE SET TO EXPIRE AS FCXLOWS: 
»* 

; For Patent Om\mt% Statomeni (optional): TWO MONTHS Ifom the maiilne dale hereof. 97 CFR 1 

!^ EXTENStONSOF-TME ARE GOVERNED BY S7 CFR 1390(4^ 

n * 

1 For Requester*^ reply (opOonaQ: TWO MONTHS from the dale of service of any palert omme% slatemant 
pf 37CFR133S. NO EXTENSION OF TIME IS PERMTTrEO. If patent owmer does noUHe S ttnely 

stalemenl under 37 CJ^J^1£30{b). no reply Jbyreqaester Is peinMed. 

2. ^^ The request for ree»minatton is DENIED. 

This decision Is not appealable. 35 UwS.C. 303(c). Requester may seek review by pettbn loihe . 
Commissfoner wfthln ONE MOrm^ tioni the rnalino dale heieof^ 37 CFR 1.515(c). EXTENSIONS OP 
TIME ONLY UNDER 97 CFR t.1SS. 

In due course^ a refund under 37 CFR 1.26(c) wiS be made to requester (Bstdd below I nol patent owmei) 
Q fay Treaeury check, C I bvcredlto Deposit Account No. - 
unless noinadothenviee. 35 U.S£. 303(0. ^ 
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A substantial new questim of patentability affecting at least claims 1>3. 14. 16, 22, 27, 
30. 33. 38. 4M8, 55. 57. 60 and 63 of Patent No. 5,697*536 to Eggeis «t i< 
raised the request. 

The lequest indcates that the requester considers at least clains l'*3, 14, 1^ 22, 27, 30. , , 
33, 38, 41-48. 55, 57. 60 and 63 of Eggeis ct aL as b«ng anticipaled^hy Paioit No. 
4.116.198 to Roos under 35 U.S.CI02. 

%t is agreed that a reasonable eiianuner would ccmader U.S. Patent No. 4.1 16.198 to Koos 
So be important ^or art wWdi would clearty be mateiial in the exandnalion of die dahns 
^us pointed out in detail in tte reqpiest 

raiie reference is therefore conadered to raise a substantial questioa«f patcntal^%. 
.^Accordingly, reexanunation of all die patent daims is deemed proper. 
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ABSTRACT 



Bectro-surgical device ^tfa an insidaled caUe whidi 
can be passed through an endoaoope, to wUch can be 
connected the pde ^ 8 bigb frequcsqr generator, laid 
pole bdng insvdated from eailfa potential and on whose 
end fadng the body cavity b pfovidei a small-area 
treatment electrode prpjecdng from the endoaoope^ iidd 
treatment electrode cooperatmg with a large^retnan- 
tral electrode ccmnected to the other pole of the 
frequency generator v/tkh Is insulated from earth po- 
tential m such a way that doc to the high ciinent djenrity 
in the area of the treatment dectrode» a generatioii of 
heat takes place wfaidi is adequate for sqmrating or. 
coagulating tissue, wherein the brge-aiea neotral deo* 
trode is anangni in the vicinity of the treatment deo- 
tiode end is connected with the other pole of tiie Idgh 
frequettcy\generatar by means of an hisnlated cable: 
which can also be passed through the 4 



9 Drawibg Figures 
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the leakage ovreirt bled off to the pdn^ 

EUSCnitO ? SURGIpAL DEVICE the operator to In contact iiidth the eiuk)scoi)eleadm 

The Myention rehtes .to.an dectrb-snrgica] device "-S^-'-- Neniral electrode isdation from. earth pivtentia] can- 
with an faisulated caUe whicib can t)e passed through ati'.- -""'not prefvent.the pass^ oTtiie leakage conestt to the 
endoscopei to wUdi can he cdmected the pole'oif a ;- ' t>peiator. Aa the neutral electrode aeti aa an oppoiile 
high frequency generator, said pole heing in^iiaied '^'pdetothecimbigcrcoagalatioo deetrode 
frcnn earth pptendalantf on whose e^dT^^ ^ .{utieat and the earthed operadi^ tables it is capad^ 

cavity is provided a smaH'^artttieatS^ 10 connected to earth pOtentlaL Therefore, the cutting 

Jectfaig frcMn fhiB endoscope, ,said treatment eTectrode loc^ and the le^age cinmiat flown therefrom together 

cooperatiog with a lafge-ar^: neutral dectrode con* with its vohage are eatthed. Sfaxx, ih any case, the 

nected to the other pole oftiiehSgh frequency generator operator largdy carifies the earth potential, the passage 

which to insulated from eardi potential in such a way ofthe leakage current to the operator cannot be avoided 

that due to the high cmtent dendty fa the area of the 15 by the uMasnres in question, 

treatment dectrpde, a generation of heat takes place xatrm^TUMAWnv'rmnjwKn^ewt 

whK*» adeguate for sqiaritfing or coagulating tissue. BRIEF SUMMARY OF TUB INVENTION 

Electro^sinrgical deviciei of type perxnit dectro> The problem of the invention is therefore to provide 

surgical operatidbs of the filled bladder (dectro-reseo- an electro-surgical device of the type indicatfd tieieia- 

tkn^ eg. of iUadd^ tumors and the prostate glands) 20 before where undesired bums to. the Qrethm and the 

. usfaig endoscopies, particularly resectoscopes aiid cyato* operator art efifoctive^ avoided 

scopes.. Accordmg to flie invention, this problem is sdved in 

The higjh degree of development in the endoscope that the large-area nential electrode is arranged in the 

fidd has resulted mopeiaticms in the bbdder and on the vicinity of the treatment dectoode and is connected 

prostate glands usmg these instnmients and by nieans of 25 with the other pole of the higfh frequency ^nerator by 

dectio-aurgery have become the most commonly used means of an insulaled cdxie wldcfa.can also be paned 

opcntiogpiooednre. . throqgih the endoscope* In this way, potentid compen* 

In known devices of this type, high frequency alter- sation takes place in a spatidly very narrowly defined 

natmg current is fed via an earthed neutrd electrodeon tone. Both the. treatment electrode, preferddy coo* 

the one hand and via a sparking ban or cutting loop wen 30 structed as a cuttbg loop and the neutrd dectrode 

insulat^ relative, iotheouter shaft of the. endoscope on carry no potentid to earth. Lealcsge current does not 

the other to the operating vea for coagulation purposes flow to the endoscope shaft either from the high fre* 

m the case of hemorrhages. Doe to tiie relatively smaU quency lead to the treatment dectrode or from the lead 

area of the cutting loop compsoed to the. area of the to the neutrd dectrode. Due to the existing capacH 

neutrd dectrode. applied 'eitemany to tiie patienfs 3S tance, leakage currents ody flow between the leads, but 

body a very high' current density occurs in the area of these do not have any esrtemd effects, 

the cutting loop ^^ludi results in heat generation in the However, doe to the sman-area constructioo of the 

tissue linked with the bursting of the tissue cdls through treatment electrode, a high current density is obtained 

steam generation and consequently a separation of the there, which is adequate for tissue sqmration or ooagu* 
tissues. .For- the dedred cuttmg or coagulating effects, 40 lation, whereas the neutrd dectrode arranged in die 

the necessary power vdues of the high frequency cor- immediate vi^iity has such a large area that undedred 

rent applied vaiy between 120 and 150 W. heating is avoided there. 

As hit leads from the lugh frequency generator to the According to a fveferred embodbnent, the two feed 

cutting electrode have to be passed through the metallic leads comprise a coaxid cables whose shidd forma one 

endoscope, the distances between the high frequency- 45 conductor and is insulated rdative to the endoscope, 

carrymg-lfisd and theremainingmetd parts of the endo- Thus, the two h^ frequency leada for the treatment 

scope insulated therefrom are so smdl that capndtiBaoeB and neutrd dectode form a s ti u c t ur d mil^ iiriddi 

of cottsiderBbie sixe eadst between these metal parla. whilst taking up only a smaU amount of space, can be 

Tims, to a certain extent, the endoscope forms a capad* simply passed through the endoscope togeUier wUh the 
tor via which part oftheappUed capacity flows away as SO optical and wadiing portions* 

leakage current onto the tissue engaging with the metal In generd, the treatment dectrode should be in loop 

endosQC^ sludi A further, stiU larger portion of the form so that, the operator's lidd of vidon is uninter> 

applied capacity flows from the cutting loop via the rupted. 

washing water directly to the metd parts of the endo- According to a further embodiment, the centre con* 

scope shafi located in the washing water flow and frx>m 55 ductorof tl^ coaxid cable at the frxmt projects above 

there to the engaging tissue. Thus, uncontroUable dec- the shidd and at this point passes faito the treatment 

trical conditions in the urethrd tissue engaging with the electrode. It is thereby particularly advantageous if the 

endoscope and the unequd distribution of lubricants shidd is constructed as a rigid deeve and in such a way 

with insulating propertuB on the endoscope, shaft can that the treatment electrode can be moved backwards 
cause critk^l current dehshtes when the leakage current 60 and forwards rdative to the endoscope via the coaxid 

passes to the urethra and this results in burns; cable. Thus, m this embodiment, the coaxid caUe at the 

These difllcuhies wpuld not be efinunated by coaUng same time forms the support and operating member kff 

the eiidoscope shaft with tubes of high-grade insulating the treatment electrode^ 

jnaterid, because tfies%htestdaiihage to the diidlhw The rdativcily large neutral dectrode is advantS: 
lation due to the very high cunent densities occur dur* 65 gcoudy directly fixed to the coaxid cable shield. In this 

ing the. passage of the leakage current, wodd, in fact* way the neutral dectrode can be mounted reliably and 

increase the danger of burning due to tiie damage. How- immovably in an inexpensive and uncomplicated mai> 

ever, if the endoscope diaft insulation remains intact, ner. 
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the endoscope lias a plasttccxtcnsioiiwtcndm^ ^5^^^ Sva^ 

snudlportfen only of hs periphery^ wtoeby^^ 3^^^^^^^ 
mentelecuodecanbeniovt^backwaidsandf^^ A ^^^^^ 

beneath the said extension. TTus phytic ^^^FfJ^ th^oSSLdiS^ ^MA^ the 

tbeadvantagethMthewash^^ >^ SiiSJtrU^^^ 

rily guided and tissoe which 15 nol toUtrotedx^ fc tunS to such a way that the attennatfan In 1^ 
keptawaytomthetfcatmentdecdr^ fomTliy the kada. Uea 

the invcnUon. thtt extension can U used so that th^^ tnd neutral dectiode is nunfand. 
terac-area neutral electrode is fixed fai insulated manner «»0 neuirai eieciri« ■ .^^ 
relative to the endoscope on the inside of Ihc citensian. " bKIEF DESCRIPTION OF THE DRAWWOS 
The neutral elecUaJe fa then preferably conne^ i^Jfc ,^ ^ p,e^ invtnte 

the high frequency generator by an insplatttl cabfc ^ ^ apparent fran the following descriptioii and 
secured in the endoscope. In this case, only thejoOw claims and are ilhistrated in the accompan^fegdrawinp • 
conductor with its insttlation and ueaiment ^cctrode is ^ ^^^^ of fflnifration show preferred embodi^* 

axiaOy movable. u ^ tncate of the present mvention and the piincipks 

According to a particularly preferred embodiment, thereof and what aie now considered to be Ae beat 
the coaxial cable has a bifurcation just before the body- contemplated for applying these prindplea. 

dde end of the endoscope and the two inner conductoii cnAodiroenta-rf the inventiob embody the 

eroinatmg from the bifurcation are hrtcrcohnected by a ^ ^ equivalent principles may be used and struo- 
loop forming the treatment electrode. This omstruction dianges may be made if desired by Aosc skilled in 

is puticularly stable due to the symmetry conditions ^ ^ without dq»rting from the -inventioa and the 
rcsuhfagfnmi the Wlurcation, whereby at the same time scope <Jf the aK>endBd dahaa. 
the operator stiD has good viabiUty through the cutting in the dravwngs Aow: 

loop fonmng die treatment electrode. ^ 30 FIG. 1 a schematic, greatly enterged per^f^ 

If the treatment electrode is used for coagulation ^j^e front end of an endoscope ciquipped wifli 

purposes, a coagulation sparking baB is fitted to the the dcctro-surgical dcvto according to the mvcntioi^ 
trcatowtdectrode. ^ HG. 2 a perspective view of a IWherembodimeBt of 

The coaxial cable is advantageously surrounded by ^ dectro-surgicd device aocordmg to we mventmit 
an insulatrog kad so as to prevent any connectkm of the 35 without the endoscope surroundrng-tbe same: 
endoscope metal with the high frequency voltage. Prtf- piG. 3 a futther embodiment of the de^io*ai^m 
eiably, the insulating sleeve of the bifurcated coaxid device according to the mventioiv once agam wiflmiit » 
cable is also bifurcated, but it extends only to just in surrounding endoscope. , 
front of the neutral dcclrode. FIG. 4 a sdicmatic drcwt diagram of the dectroww 

In the case of the bifurcated coaxial cable, the neutral ^ gjcal device accordfag to the invention with a particii^ 
dcctrode is preferably an dongated metal sheet, bent larly sintable high frequency genexatttr- 
slightly around the endoscope shaft and extencKng from FIGS. 5 and « perspective views of two further ai!* 
one brandi of the bifurcation to the other. The sheet vantagcous embodiments ' . , ^..^ 

can have projections at the four corners wWch are hgS. 7 and 8 a perspective view and an ajoal section 
nlaced around the shidds. Depending on the degree of 45 ©fa further advantageous embodiment 
nladnfi around and dso damping, any desired fixing of nO. 9 a schematic circuit dia^ ^an additicmal 
Sie^trd dectrodc to the coaxial caWc can be Ob- devioe.forUie device accordh^ to this mventKm. 

. . ^ ^#*i^««^ti«aTnn« DETAILED DESCRIPTION OF THE 

Thecurientdensityfatbear«ofthcoperaUi^^ PREFERRED EMBODIMENTS 

is advantageously mflueaced if the neutral dcctrode m> rra:^E:.Ms^s^ 

tenninattt at a dtetance from the end of the shidd. According to FIG. 1, an ti^oscgpe -13 is axid ti»- 

According to a further advanUgeous embotoaent, versed hi convcntiond manner by a fibre optocd syatm 

the neutrd dcctrode comprises two partidel^^ 'P^* A 

^tending in the direction of the loop away from the scope 13, m sudi a way that washmg^liqmd can 

OTIS of the bifurcation. Preferably, the partial dec- 55 through there (aitow ») and tiicrc stiU 

t^lSttdond extend quite as far from tiie shidds as the for tiie axtd msertion of an dectKWurgical Ueatment 

loop. At tiie front and rear ends the sheets preferably device. Uv««tic«. thS. dectic^undcd 

have rounded portions. According to the Invention thtt ««toawp^ 

As a result oftiMJ slide-fike construction, tiie operator treatment device comprises a coaxial qbk 19 wth n#d 
can^S B^de the endoscope by pladng tiie slide- 60 metallic shield 14 and an mncr oonductv n uMy 

AVi tooKe endoscope is operated in such a way the metallic shaft of tiie endoscope 13, 

Sit ttei^g loop is m6ved forwards rdative to tiie covered in not shown manner v^ntfi an V^ulatog^decve 

SJwi^S^e^^^^^ then slowly retracted. 22. shown m tiie case of the constructKms of FIGS. 2 

uilierdiv the tissue IS rcmovcd by the heating on the 65 and 3. . _ 

At the front, inner condoctoi M projects somewhat 

^MftaS'heteinbefore. the treatment electrode and. from the coa«al caMe 19 and passes Into the treatmail 
neiral dStrS^ are appropriately so shaped ««i posi- declrode 12. which in general compnses a loop ensnr- 



4;il6.198 

5 ' o 

ing free ^^sibility for the operator. yia Uie fibte optica] . The ooostniction of FIG. 2 is perdcolBtly wdl suited 

systems 17. V ^ . . to the arrangement of a relatlvdy large;«m neittrBl 

iTie opposite electrode for tbe cuttin electrode 11 vi^cft approprii|tdy ca^^ 

formed by a neutra] dcctrodc 11 fixed in electricaDy shiekls 14 of the two branches of the bifnrcatioD 20; 

conductive manner to shield . 14 and which is curved 5 being slightly bent about the endoscope shaft. At the 

somewhat about the endoscope shafl» having 'a rectan* ^d, tte n^tral electrode 11 has projections 23 ^irfuch 

guhuTr elongated form shown in FIO/1. Inner condno- secorely placed around die sUelds 14 for securing 

tor 16 and shield 14 are connected; as shown in FIG. 4 neutral electrodes 11 aid for supplying the same with 

to the two poles ofa high frequency generator 15 whidi voltage. The metal sheedng forming^ neotral dec- 

ate not «t earth potentisL * ID tiode shnultaneoody constructionally reinfoioes .th^ 

At die front end of the metal shall ttf the endoscope biftircatiop 20, so that the guidance, of the treatment 

13 b Ibed a f^ n Wr extension 10^ whidi js rounded and electrode 12 by the operator is aided. As is Imown^ the 

extends hi the manner shown in FIG. 1, so as not to movement of ibt ekctro-surgical device k the 

hnpair msertion, for exam^ into the urefbra. As the directicm of the double arrow/takes fOace by operating 

plastic extension 18 is an msulfitiQg body, the large-aiea >^ a pistoM ike handle on endoscope 13^ not shown m the 

neutral electrode ir can also be fitted to the insidcit is J. . . 

then appropriate connected viith the associated pole A farttoaihwitageoos OTbodnn^ 

of the high frequency generator via a separate insulated * JlfT^ electeo&B broken op faito 

conducts 14'to die endoscope. mrideofviaA^ ^ electrote II4 lift whic* m Ibt tcsat' 

cm»ucw4*»incc»iu»i»^ ^ sented manner are soMered or wddcd to the shields 14 

As a resuH of the construcUon accordmg to the ^ su<A a j^y thrt tiie pyti^ in the 

vention, a Ugh frequency field is only formed betWeen *!S^rJt'^& ^^tS^'^s!^ 

sMeW 14 andinno? conductor 1^, as weD as between ^.^"^^ '^.^t'^^I^S^ ^^f^?^ 
neutrd ekctn)de 11 and treatment electrode 1* «s is ^ 'SStSi^f^Si^ J^wSS^ 
shdwnschematkallymraO.4bycapacit0i8CrandC ^ S^J^^^S'Sil^^ 
Doe to the current conduction through the tissue fluid ^S^ -n^^S^^^^^^ 
and tissue itsdi; a true resistor R is also concdvabie ^Z^^^^S^^tlS^ 

ti-i .u- ..M.**.! 11 cevice iHst also ensures ttiat tne tissue is removed to 

parallel to the capaqtor between neutral dectrode 11 the prcdctermmed depth. The electrical advantages of 
and treatment electrode 12. , , ■ ^30 limitmg current conduction to the opcratmn area are 

The supply to ttmnect.nemral electrode 11 and the completely maintwned. 
treatment dectto^ 12 takes place by the induc^c pj^^ 5 ^^ws a further ^vantageous embodiment, 
coupling of a high frequency vtrftage by means of a thereby only the front part of the electronical de- 
transformer 2^ whose mput voltage is regulatble by a without the endoscope is shown. In this embodi- 
variable top 30. Due to th^« inductive coupling, the out- 35 ,nen|^ ^ msulated cables with hmer conducton IL 16 
put lines 14 and 16 are galvanically isolated from earth ^ pjj^ from hjgb frequency generator 15 through 
potentiaL . • lli^ endoscope. At the fiwt eud are successively ar* 

A cqjadtor 26 connected in lead 16 is used for filter- janged the cuttmg loop 12 and* th^ neotral electrode 11 
mg out the low fireqnency current and therefore avoids constructed as a sted band. The cutting loop U b deo- 
faradic effects m the muscular system of the patient A 40 tricaUy ccxnductivdy connected with the inner conduc- 
cap8dtor28oonnectedmparaDdtotheoutpotwindmg tor 16» tat at the other end is cmly fixed to the msnlation 
27 of transfonner.25 and behmd capacitor 26 forms wifb surroundrog the conductor 14. Conveisely, the steel 
the output wuidmg an osdllatmgcihniHt^ band 11, >**ose shape fa similar to the cutting kx^ 12, is 

way that the attennatioa m the nsnillath^ g drcuit connected m dectrically conductive and mechanically 
formed frcnn G^ C and R as wdl as the inductors of 45 secure manner \wth the hmer conductor 14, wWkt the 
lines 14» 16 fa minima]. opposite end fa mechanically secured to the msnlaticm of 

As a result of the construction aooordmg to the fai- the inner conductor 16. Smce, acccnding to the mvcn- 
vention, the leakage currents only flow between Imes tion, the sled band 11 has the sanic radhis as the wire 
14, 16 and therefore do not reach the metal shaft of loop,anretracting theloopl2inttiedirecti(m of arrow 
endoscope 13. Thus, larger cunent densities such as are so F, the band does not form an obstacle to the tissue por- 
neccssary for tissue separaticm or coagulation <mly dons removed by the loop. The neutral dectrode 11 in 
occur outside the endoscope in tiie operating area. the form of the sted band rests on the tissue in large* 

Therefore, the danger of heating outside the desired area form, so that good dectrical'.contact fa ensued, 
area, as weU as burns to the operator fa rdiably avoided. FIG. 6 shows an embodiment whldi is snbstandaDy 

FIG. 2 shows a particularly advantageous embodi- 55 the same as FIG. 5, wherd)y however, a bifurcated 
ment of the dectro-surgicd device according to the coaxial cable, dmilar to FIGS. 2 and 3 fa used. The wire 
Invention m which both the mner conductor 16 and the loop 12 is once again fixed to the mner conducton 16^ 
shidd 14 have a Inforcation 20. the same way, the whifat the neutrd conductor 11 hi band form fa mediaii- 
insnlating sleeve drawn over the shield 14 fa bifurcated. ically secured to eztenrions 14' dectrically connected 
The production of sudi a Infiircation fa advantageoifdy 60 with the shidd 14. 

obtained by a welded joint at point 31 indicated 1^ a In the embodunent according to FIGS. 7 and 8^ the 
Ime. * front portion ofendoscope 13 itselfor a coaxial connco> 

As a result of the bifurcation shown in FIG. 2, a tibn attached thereto at the front fa constructed as the 
.cutting loop 12 can be arranged in the shown maimer ■ neutial electrode 11. To thfa eml, the front portion fa 
between tl^ two inner conductors 16 eminating at the 63 electrically insulated rdative to the rear portion or the 
end. If the treatment dectrode is to beiisedfor coagula- front-fitted connection from endoscope 13 by an mter- 
tion» a coagulation sparking ball ^21' can^' provided on mediatdy inserted insulating ring 36. The cutting loop 
loop 12, 12 can at the front be passed out of the neutrd dectrode 
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M fa one ofthc above-described maimm. In 4e present I the combinfltSon aocoidfag to daim % whmfa 

embc^ent^tvra leads 16 pass outwards from die said shield means b constructed u a risjd sleeve in 

lindrical neutral e]ecm)de 11, which at 30 are comibfaied wUch sud treatment electrode is adapted to be moved 

to form a single cable, leadmg to the rear end of endo^ back and forth ieladve to said endosoopebcdrtliitQgb • 

scope 13. The neutral electrode 11 is connected via a 9 said coaxial cable means. 

further insulated cable 14 to the high frequency genera- 4. The combination according to dafan 2, wherein 

tor 15 not shown in FIGS. 7 and 8. said neutral electrode is fixed directly to smd shielding 

It is also important in the case of the embodiments of means of said coaxial cable meana. 

FIGS. 7 and 8 that the cuttmg loop extends radially op 5. The combination accordmg to ckim 4» wherem the 
to mi insulatmg ring 35 mounted at the front oa the 10 neutral electrode is constructed as an elongated metal 

neutral electrode 11 and can be retracted iq;> to tUs. In sheet siigb^ bent withm said endoesoope body iad 

this way» the front edge of the endoscope shaft, namely extending over said ooaxia^xabk means, 

the honl edge, of the insulatmg ring 35 serves as a sap- ^ The condnnation acoordmg to dmm 2, comprising 

port for the cutting loop 1% so that the material is fsB* an instihtii^^ sleeve surrotondiog said oomud odde 
ablyrcmoved therefrtfflL Therefore^ asrdiown the Insn- 15 mcana. 

lating ring 35 nmst be itmnded at the front 7. The comlnnation according to daim d^ 'whetrin 

Preferably, the msulathig rings 35, 36 have exfal at- said insuhting sleeve is bifurcated and extbidsappnni- 

tachrocnts 37 with a reduced external dimneier, W matdy to said neutral electrode. 

means of which a machanicany secure fixing to the ^.Tht combxnaticm tccording to claim 7. wherein. 

metal tubes b ensured. ^ said neutral electrode is an elongated metal, sheet 

FIG. 9 shows an additional device 32, by means of slightly bent whhhi said endoscope body and extendhig 

which a conventional high frequency surgical apparams from one branch of said bifhrcatedfasmating sleeve to 

15' with an earthed dutpnt terminal can be made iBablc thcothcr. 

for the purposes of the favendon. The additional device comblnadon aecordmg to daim 8, v^hexm . 

32 connected to the high frequency apparatus 15' has ^ sheet has prq}ecdons at iu fow comen, two eadi 

theinleta transformer 33 widiparalteN»nnect^CB: of viAiidi are placed around die respective brandies of 

pacitor 34 for lunfag to the rewnant frequency or ttc said Wfiircaied deeve 

output drcuit of the high frequency apparams 15*. The 10. The condnnation acoordfaig to dafan 2. wfaeida . 

output winding of transformer 33 is preferably regulat- ^ electrode temdnates at a ifistanoe from ssid 

able by means of a loop arm 38 in sudi a way that the 30 ^fliifWmgmr"^ 

mductivc output tranrformer 25 cSan receive voltages of ^ combinadon accoi^ to didm 1, wheicitt 

..f ♦t.o^civ™^^ said neutral electrode is seemed to and fasnkted from 

Viaacapaator%theoutpntwmdingoftraM^^ cmioscope body on the mside of said insdating" 

25isappBed tothetwooutpntterramabof theaddi- ZZz^^T^^ 

tiomd device 32. wl^^^ « ^ ik The combination accordmg to dafan 1, wfa^ 

inlhiswaytohjjpi^^^^^^ said means for comiecting said neutral electrode to said 

an output with fluctotmgpotent^^ high-frequency generator is an insdated conductor 

the connectiOT of the dectro^urgicd device a«^^^ sJured in sS[ endoscope body . 

to^ invention. ^1^;™^. ia 13. The combination according to dafan 2, wherek 

TOemvent,on»no^^ 

scribed and '^l!^^^^^^ fj^^i^^ the endoscope body ad>cent said projection, two imier 
fications can be made thereto without. passmg beyond ^^^^^^ bSrStoDTsnd a loop 

the scope the mventaon. interconnecting said two inner conductors and ionmng 

What IS claimed is: . , tr^ w«tiUfitTndA. 

ing at one end from said endoscope body and b neolnl " -o^jj,^ .ccorduig to daim 1, coDsria- 

electrode ananged adjacent said ttealmem elccteod^ ^ iaz^^S^St^^iS^^uid^ 

insulated cable means for connectmg said Ueatment JO * '^^"*ff~21SS^^-i«^ 

d^e .0 one pole of a high-frequency generator. '^'^.Jf^^^^'^^^''^''^ *^ 

idu«m8 for con^wcting said neutral dectrode to the '^^SE^SLd^w-. is 

of . higWriency generator, said endo- ^ 

Sope body having an-fasulBting projection extending 8 apactor « connerted fa ^'^S^'S^^ 

m^z portion of fte periphery of said endoscope body J3 s«d connecting means «or ffltenng cot bm^nenoy 

at said one end and having a front edge, said neutral , 

di^«debdnEloc8ted«dftmsaidendoscopebody8nd 17. The combmatwo accordu* to daim IS. whom 

S^SSXnce inwdly from «id front said generator comprises .transfomer with « 

SS^B SM^bebg ftwmed betwwn said ueatment wimfing having an inductor, a «pacitor bemg con. 
ffilSJKSnSitS^trodewhidi is adapted to M nected pardld to smd ou^nt windmg Md forw 

Sd >S^Kl^toI«>vM dectricd conductance oscillating drcnit v*h said mductor. said ciicuhb^^ 

hLwfM sSddeSred^^ tuned^uch that the attenuation m said circuit formed by 

2 The combination of daim 1. wherdn said insulated said caUe means, said connecting means, treatment 

cab e means and said means for connecting said neutral deOrode and neotrd dectrode u minimi 
ekctrode to said other pole comprise coaxid cable «S 11 The combmation according 10 daim 1^ compns. 

means with shidding meSiB forming one of srid con- ing means for potentid isdatioii connected between 

nectmg means and bdng insulated rdative to said endo- sdd high-frequency genetator and said caUe means and 

Kope body. connecting means respectivdy. 
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saidpotentialbdatioBmeaiigcompiises . ^ThtjiomhMtimtcc^ 

. mg an indocovc transfonncr connected to said 

capacitor connected poralld to sdd transfbrmeri said ^ fonnert eaid cable means and said connecting s 

being odhnected to said tndnctive transfoimer. 
h{gb>freqvencygaentorhay]i^ an ootpot circuity ' . ^ * * ^ ? 

lo- 
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News Releases 

ArthroCare Reports Revenue Growth of 31 Percent for the Rrst Quartan Recurring EPS of 
$0.11 Reduced by $1.2 Million Non-Recurring Acquisition Adjustment 

SUNNYVALE. Calif.-(BUSINESS WIRE)-April 28. 2604-ArthroCare(R) Corp. 
(NasdaqiARTC). a muKi-business medical device company (hat develops minimally Invasive 
surgical products, announced today that in the first quarter ended March 31 . 2004, the 
corrtpany reported product revenues of $34.3 million, a 30 percent' increase over the $26.4 
million recorded in the same quarter of the previous year. Total revenues, which indude 
product revenues and royalties, for the first quarter were $35.6 mnHori. a 31 percent increase 
over the $272 million reported in the first quarter of 2003. 

ArthroCare reported first quarter net income of $1 .6 million, or $0.07 per diluted share, after 
the effect of a $1 .2 miliion non-recurring inventory charge to income related tp the acquisition . 
of Parallax Medicalln January 2004. 

Excluding Ws charge, tax effected at 27 percent, ArthroCare generated net Income of $2.4 
mlllfon, or $0.1 1 per dilutaJ share, for the first quarter of 2004, compared to net Income of 
$584,000, or $0.03 per diluted share, reported in the same quarter of 2003. * 

Q3L SUMMARY TABLE 





Q104 
GAAP 
(reported) 


Q104 
Non-6AAP 
(recurring) id) 


Q403 Q103 


Product Sales 


$34.3 M 


$34.3 M 


$31.3 M $26.4 M 


License Fees, Royalties 
and Other Revenues 


• $1.3 M 


$1.3 M 


$1.2 N $752,000 


Total Revenues 


$35.6 M 


$35.6 M 


$32.5 M $27.2 M 


Net Income 


$1.6 N 


$2.4 M 


. $2.8 M $594,000 


Earnings Per^ Diluted 
Share 


$0.07 


$0.11 


$0.13 $0.03 



(a) ArthroCare is presenting recurring, non-<3AAP financfels because the non-rocu^ 
inventory charge is material information. 

REVENUE 

In addition to first quarter product sales of $34.3 million, license fees, royalties and other 
revenue were $1 .3 million in the first quarter of 2004 compared to $752,000 in the first quarter 
of 2003. Intemattonal sales remained strong, increasing approximately 45 percent compared to 
the same perk>d last year and representing 27 percent of product sales during the quarter. 

BUSINESS UNIT PERFORMANCE 

During the first quarter, ArthroCare generated strong year-over-year revenue growth across all 
of its business units. 

Sports Medicine sales increased 14 percent during the quarter ended March 31, 2004 
compared with the same period of 2003 and represented 68 percent of total product revenue. 
Sales in the Spine business unit (which include a partial quarter of direct sales of Parallax 
products) increased 107 percent during the quarter compared to the first quarter of 2003 and 
represented 1 6 percent of product sales. 



The first quarter increase in ENT product sales over the comparable period of last year was 88 
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percent with ENT sates representing 16 percent of product revenue during the quarter. . 
Tonsllledorny sates o^ntinue to lead this growth, particularly in the Un^ 
ArthroCare estirhates Coblation was used in approximately 12 percerit of cases during the first 
quarter - compared to 1 1 percent h th6 prior quarter. 

OPERATIONS 

Gross margin on product sales was 62 percent In the first quarter Indudlr^ the charge related 
to the Inventory acquired in connection with the Parallax acquisition. Excluding tNs charge, 
gross margin was 65 percent compared to 67 percent in the year*^ quarter and 63 percent 
in ti>e fourth quarter of 2003. ArthroCare expects its gross rnargin on product 88^ 
approximately 68 percent by the third quarter. / . 

• . ■ 

Operating expenses for the first quarter Increased approximately 1 5 percent compared to the 
first quarter a year ago and the Immediately preceding quarter. Sales and marfcettrm actiyities 
related to the relativ^ large number of new producte recently introduced, fndudinjg the 
Parallax product suite, drove the quarter-tOHjuarter Increase. 

Due principally to lower legal expenses, general and administrative expenses decreased as a 
percentage of product revenue from 15 percent In the year-ago quarter to 10 pefoent in the 
quarter ended March 31 , 2004. Safes and marl^eting and research and development expeniBes 
were essentially flat as a percentage of product revenue compared to the first quarter of 2003. ' 

"ArthroCare delivered a sofid financial performance during the first quarter 
revenue ^row^ throughout the company," said Michael A. Baker, president and chM 
executive officer for ArthroCare. "We completed a number of key accomplishments during the . 
quarter, including dosing the Parallax acquisition and integrating the company ir^ 
organizatton, as well as winning a permanent injunction against Smith & Nephew.^ 
activities, atong with the successful execution of our other irnportent business strategies, h^ 
. positioned us wisll to mmt our 2004 finandai objectives." 

y 

RECENT CORPORATE DEVELOPMEIITS 

A federal judge granted.ArthroCare's motion foi: a permanent 
injunction against Smith & Nephew as part of ArthroCare *8 
patent infringement lawsuit against the company. In its order, 
a U.S. District Court in Delaware granted ArthroCare *b motion 
for permanently enjoining Smith & Nejphew from manufacturing, 
using or selling in the tftiited States surgical devices (the 
Saphyre, Control RP and ElectroBlade) thjat were found to 
infringe ArthroCare 's patents. Smith & Nephew has indicated it 
plans to appeal this ruling. 

ArthroCare completed the acquisition of Medical Device 
Alliance, Inc. and its wholly owned subsidiary Parallax 
Medical, Inc., a leader in products for bone access, 
percutaneous injection of bone cement and bone augmentation in 
the spine. Physicians use Parallax products during a variety 
of orthopedic procedures, including treatments for vertebral 
compression fractures caused by osteoporosis or spirial tumors. 
ArthroCare acquired Parallax for $26 million in cash and 
future revenue milestone payments. The company eisqpects the . 
acquisition to contribute appxroximately $7-8 million in 
product sales during the year, break even in fiscal 2004 and 
be accretive thereafter. 

The company announced a new business strategy desigried to 
expand its presence in the spine surgeon market. ArthroCare is 
establishing a network of leading independent spine surgery 
distributors to market and sell its spine surgery product 
suite worldwide. 

ArthroCare named Dr. Barbara D. Boyan to its board of 
directors. Dr. Boyan currently holds a number of prominent 
positions in the fields of orthopedics and tissue engineering, 
including the Prince Gilbert, Jr. Chair in Tissue Engineering 
at the Georgia Institute of Technology (Georgia Tech) in 
Atlanta. Appointed by the U.S. Congress, she also seirves as 

itfrfc-/Aw\»nw /•r*Tr*rtrof#»-ir Ti#»t/ir*»\/#>/»r ei*o TlitvrtlOfi^^lro*^ A l>T'OJP»c»**^-.**=yn AP^l**-.-***-* — £. ^Z*^^^ ;j— connrin ^ tt % /^rkr\ 
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tlie chair of the orthopedic .device panel for the Center of ■ 
Devices and Radiological Health of the U-S. Food and Drug 
Administration <FDA). Additionally » she has served on three 
Natibnal institutes of Health (MIH) scientific review panels. 

— ArthroCare; introduced the next -generation Micro Di8Cdblatbr(R) . 
device . . The new device, is designed to ,iii4>rove the outcome of 
patients undezcfoing microdiscectomy by enablixig surgeons .to 
more precisely conttol* the amount of tissue being remomd from 
spinal discs and preserve the annulus. This approach is 
intended to cause less damage to the disc than traditional 
disc decoznpression procedures, and to maJte the procedure faster 
and easier for surgeons. 

! . *% • ' 

— The company expanded its Sports Medicine product lines , for 
knee and shoulder surgeries. ArthroCare will market and 
distribute Bioconposites* BiLok(R) ST screw for anterior 
cruciate ligament (ACL) reconstruction, which is designed for 
physicians who prefer to use hamstring tendons in a looped 
bundle for ACL reconstjruction. ArthroCare also introduced its 
' ParaLOK anchor for shoulder surgery, which will bf available 
in the second quarter of 3004. It is deisigned for patients who 
undergo shoulder surgery for torn rotator cuffs or procedures* 
to treat shoulder instability, including Bankart repairs. * 

— ArthroCare introduced two new SpineWands (TM) for use during 
DISC llucleoplasty(R) for the treatment of contained herniated 
discs in dbese and overweight, patients and for tissue ablation 
in larger discs of the spine. The Perc-D(R) XL 8pineWand(TM) 
is ideal for use during DISC Nucleoplasty procedures on 
overweight and obese patients because it provides surgeons 
with a longer needle to access their discs- ArthroCare 
developed the Perc-D(R)X SpineWand (TM) to meet physician 
demand fdr a wand that can be used to treat patients with 
larger contained herniations who were previously not 
candidates for percutaneous disc decompression. 

BUSINESS OUTLOOK 

The following statements are based on current expectations on April 28, 2004. These 
statements are fonrard-looklng, and actual results may differ materially- These statements do 
not Include the potential impact of any new businesses or license agreemems the company 
may enter in future periods. 

ArthroCare's business outlook for fiscal 2004 remains unchanjjed - except for a cteaease In 
the expected tax ratd - and is as follows: . 

--ArthroCare expects earnings per share (BPS) for fiscal 2004 to 
be between $0.52 and $0.56, with an assumed share count of 
23.1 million. 

ArthroCare anticipates fiscal 2004 product revenue to grow in 
excess of 20 percent compared to 2003 revenues. 

The company expects to improve operating margins by 4-5 
percentage points in 2004 compared itfith 2003. 

The coa^^any also currently expects the effective tax. rate for 
2004 to be. approximately 27 percent. 

CONFERENCE CALL 

ArthroCare will hold a conference call with the financial community to discuss ttiese results at 
7:30 a.m. ET/4:30 a.m. PT today. The call will be sImuHaneously Web cast by CCBN and can. 
be accessed on ArthroCare's Web site at www.arthrocare.com. The Webcast will remain 
available through May 12, 2004. A telephonic replay of the conference call can be accessed by 
dialing 800-633-8284 and entering pass code number 21 192300. 
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I MiihraCare Corp. (www.arthrocare.com), headquanored in Sunnyvale, Calif., Is a miiH- Hi 
business medical devfee company that dQvelopSk manufactures and markets minimally 
invash/e surgical products, many of which are based on its patented Coblatibn technology. : 
Coblation uses Ipw-temperature radio-frequency energy to gently and precisely dissolve rather 
than bum soft tissue, minimizing damage to healthy tissue. ArthroCare targets a multi-bilRon 
dollar market opportunity across several medical specialties, slgnfficantiy improving surgiral * ' 
procedures and enabling new, mintriially inyashfe procedures. ArtttfoCare 
devices have been used in more than tyvd miDlon surgteai procedures worUwUe. The company . 
has developed and marketed Coblation^based.products for arthrosco;^ spine/neufoto^ ear, * 
nose and throat, cosmetic urologlc, gynecologic and laparosoopki/general surgk»l 
procedures, and continues research in other areas. - 

SAFE HARBOR STATEMENTS 

Except for historical infonmatton, this press release indudesfororard-looking statements. These 
statements include, but are not limited to. the oompan/s stated business outlook for fiscal 
2004, continued strength of the company's fundamental posltk>n. the strength of the oompan/s 
technotogy, the compan/s belief that strategic nioves will Enhance achievement of the 
compan/s long tenn potential, the potential and expected rate of growth of new businesses, 
continued success of product diversificatton efforts, and other statements that involve risks and 
uncertainties. These risks and uncertainties include, but are not limited to the uncertainty of 
success of the compan/s non-arthroscopic products, comp^Uve risk, uncertab^ 
success of strategic business alliances, uncertainty over reimbursement, need for 
governmental clearances or approvals before seOhg products, and the uncertainty of 
protecting the compan/s patent positton. These and other risks and uncertainties sire detailed 
from time to time in the compan/s Securities and Exchange Commisston filings. Indudng 
ArthroCare's Fonn 10-K for the year ended December 31 , 2003. Fonvard-tooklng statements 
are Indteated by words or phrases such as "anticipates," "estimates," "piojects," "bene>^ " 
"intends," "expects," and similar vyords and phrases. Actual results may differ materialty from 
management ^cpectattons. 

ARTHROCARE CORPORATION 

CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS 

(In thousands, except per share, data) . • 



Three Months Ended . Three Months Ended 

March December March March 





31 ^ 
2004 


31 
2003 


Variance 


31 
2004 


31 
2003 


. Variance 


Revenues: 
Net Product 

Sales 
Royalt:ies, fees' 

and other' 


$34,292 
1,297 


$31,310 
1,201 . 


$ 2,962 
96 


$34,292 
1,297 


$26,449 

752 


$ 7,643 

545 


Total revenues 


35,589 


32,511 


3,078 


35,589 


27,201 


8,388 


Cost of product 
sales 


13 , OSO 


il;616 


(1,464) 


13,080 


8,598 


(4,482) 


Gross profit 


22,509 


20,895 


1,614 


22,509 


18,603 


3,906 


Operating 

expenses : 

Research and 
development 

Sales and 
marketing 

General and 
administra- 
tive 


3,120 
14,328 

3,318 


2,322 
12,668 

2,863 


(798) 
(1,660) 

(455) 


3,120 
14,328 

3,318 


2,646 
11,519 

3,912 


(474) 
(2,809) 

594 


Total 
operating 
expenses 


20,766 


17,853 


(2,913) 


20,766 


18,077 


(2,689) 



ltD://www.comorate-ir.net/irevpyiT Rife 7html9tirV#»rs=APTr'JBrc/*tr;rkted« injp»io<.r^«fe ^p.u.^ coAnnrr eittt^M 
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Income from 

operations 1,743 3,042 {1,299} 1,743. 526 1,217 

Interest and 
other income, 

net 406 721 (315) 406 348 58 

Income before ... 
income tax 

provision 2,149 3,763 (1,614) 2,149 874 1,275 . 

Income tax ' . * 

provision 580 957 .377 .580. .280. (300), 

Net income $ 1,569 $ 2,806 (1,237) $ 1,569 $ 594 975 

ammmaamm cbbsbcccxb ckkkbsks mmkhbbbW bbbbbbbs asKBSses 

.Basic net income 

per share $0.07 $0.13 -$0.06 $0.07 $0.03 $0.04 

Shares used in . * 

counting basic 
net income per 

share 20,996 20,799 . 20,996 21,168 • 

Diluted net 
income per 

common share $0.07 $0.13 -$0.06 $0.07 $0.03 $0.04 

ZXBESBGKfSSK. BKIBOSSBB SBBVVBBB BBBCBWMBB BB^BBBBB SBBBBB8B 

Shares used in . 

computing . • 

•diluted net 
income per 

share 22,785 22,415 22,785 21,736 



ARTHROCARE CORPORATION 

CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS, 
(In thousands, except per share data) 



Three Months Ended 





March 

31 
2004 


Adjustments 


March • 

31 
2004 


December 
31 
2003 


Variance 


Revenues : 

Net Product Sales 
Royalties, fees and 
other 


Reported 
$34,292 
1,297 


$ 


Recurring 
$34,292 
1,297 


$31,310 
1,201 


$ 2,982 
96 


Total revenues 


35,589 




35,589 


32,511 


3,078 


Cost of product sales 


13,080 


(1,204) 


11,876 


11,616 


(260) 


Gross profit 


22,509 


1,204 


23,713 


20,895 


2,818 



Operating expenses: 
Research and 
development 3 , 120 

Sales and marketing 14,328 
General and 



3,120 2,322 (798) 
14,328 12,668 (1,660) 
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administrative . 


3,318 




3,318 


2,863 


(455) 


Total qperating 
expenses 


20,766 




20,766 . 


17,853 


• 

(2,913) 


Income from 

operations . 
Interest and other 

income, net 


1,743 . 
406 


1,204 


2c 947 
406 


•3,042 
721 


(95) 
(315) 


Income before income 

tax provision 
Income tax provision 


2,149 
580' 


1,204 
325 


3,353 
£^05 . 


3,763 
957 


(410) . 

• 52 


Mec income 


5 1,569 


9 o7y 


9 2,448 

BSBB9BBBB 


$ 2, 606 

8SBBBBBB 


$ .(358)- 

BBBBtSaSB 


Basic net income per 
share 


$0.07 . 


$0.04 

•bbb'bbsbbbbb • 


$0.12 


$0.13 ' 


-$o.oi; 

' BBBBBBBB 


Shares used in 
coasting basic net 
income per share 


20,996 


20,996 


20,996 


20,799 


1 

1 


Diluted net inccme 
per common s.bare 


. $o;o7 


$6.04 


$0.11 


$0.13 


-$0.02 


Shares used in 
computing diluted 
net income per share 


22,785 


22,785 


22,785 


• 

22,415 


■ • 


















Three Months Ended 








March 

31 
2004 


Adjustments 


March 

31 
2004 


March 

31 
2003 


. Variance 


Revenues : 

Net Product Sales 
Royalties, fees and 
other 


Reported 
$34,292 
1,297 


$ 


Recurring 
$3.4 « 292 
1,297 


$26,449 

752 


$ 7,843 

. 545 


Total revenues 


35,589 




35,589 


27,201 


8,388 


Cost of product sales 


13,080. 


(1,204) 


11,876 


8,598. 


(3,278) 


Gross profit 


22,509 


1,204 


23,713 


18,603 


5,110 



Operating expenses: 
Research and 

development . 3«120 3,120 2,646 (474) 

Sales and marketing 14,328 14,328 11,519 (2,809) 

General and 

administrative 3,318 3,318 3,912 594 

Total operating 

expenses 20,766 - 20,766 18,077. (2,689) 

Income from 

operations 1,743 1,204 2,947 526 2,421 

Interest and other 
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Indicate by cbeck maik wbether the Registnot (1) has filed all lepoits lequiied to be filed by Section 13 or 15(d) of fbe Securities &ccte^ Ad of 1934 during 
fbe preceding 1 2 montb|i or forgicb shorter period tbm Oie Registrant was required to file sudi lepoits), and (2) has been siibiect to such fifing leomiements for 
the past 90 days. Yes EF No □ 
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lO-K. □ 

Indicate by check mark whether the Registrant is an accelerated filer (as defined in Exchange Act Rule 12b-2). Yes Bl No Q 

As of June 30, 2003, the aggregate market vahie of the voting stock held by noo-affiliates of the Registrant was approximate SI 81,555,000 (based upon the 
closing sales price of such stock as rqioited by The NASDAQ Stock Market on such date). Shares of Conanon Stock held by each officer, director, and holder of 
5% or more of the outstanding Common Stock on ll^at date have been excluded in that such persons may be deemed to be affiliates. This determination of 
affiUate status is not necenarily a conclusve deteiminatum for o^ 

As of February 27, 2004, the mmte of outstanding dbares of the Registiaut's Coiram»n Sm 



DOCUMENTS INCORPORATED BY REFERENCE 

Certain bfomiation required by items 10, 1 1, 12, and 13 of Pnit in of Form 10-K is incoiporatedby reference from the R^strant*s pmy statement for the 
2004 Annual Stockholders* Meeting, wbidi will be filed, with the Securities and Exchange Commission within 120 days after the close of fbe Registrant's fiscal 

year ended Dccciribcr 3 1 , 2003. 



aifhroscopy pioducl sales aie being gcncratedby the sale of diqwsaUes for usift in knee procseduies. We ejcpect our sales to continue to he strong in 2004, as wo 
contimie to inoease our piesenoe in Europe and add Ob MDA product fine to 

Royddes fees am/ ol^rcv^mio consist mainfy of revenue fiom the Hccnsing of ourpiodu^ 

$4:1 nnllion in 2003 fiom $3.8 million in 200Z Royalties, fees, and other revenues decreased in 2002 fiom $8.1 million for fiscal 2001. piimaifly due to tiie . 
ranirll"**"" oensements in 2001 with disttfliution partners resulting in lecocnitidn of $5.5 million in fees (hat pieviouaiy had been defened. 

Cost €f Product Sales 

Cost offrodua Saks consists of manu&ctnnng costs, material costs, labor costs, raanu&ctunng oVeriiead, warranty and other direct product costs. Additionally, 
cost of product sales indudes amortization of controller unit placements lindcr a program wherdiy we. maintain owners%.of controller units shipped to 
custanoers, with the costs bemg csfntalized and amortized into cost of {Moduct sales over the useful life of the coitfioDer unit Cost of product sales for 2003 was 
$37.9 million, or 33% of product sales, coitxpu^ to $33.4 miUion, or 39% of ptoduct sales for 2002 and $27.7 maiion, or 39% of i»oduct sales, for fiscal 2001 . 

Gross product margin as a percentage of product sales increased to 67% in 2003 fiom 61% in both 2002 and 2001. The increase in gross margin perceniti^ 
compared to 2002 was mainly attributable to the increased effidcncy of our manufacturing operations resulting mostly fiom flie tonsition of mamifecturing 
operations to our Costo Rica fedfity and inoeased production vohime to cover our increased product sales, partially offtet by the increased controller unit 
i^ortization and the lower gross margin on sales of Atlantcdi products. The decrease in gross product margin in 2002 conqwrcd to 200 1 was mainly tftributable 
to increased average selling prices of disposable devices, increased manufecturing efficiency doe to a half year of manufecturing at our Costa Rica fedlity and 
inoeased pfodnction volunM, ofiset by increased controller unit amortization and the first of our Atlantech sales. The 2002 gross product margin was 
additionally inqwcted by a $2.5 million chsa^ to revahie inventory to bring it into line with our new, lower manufecturing co^ structure and a $03 million 
charge relating to purchase price a^ustments to inventory due to our acquisition of Atlantech. 

We expect gross product margins to continue at around 2003 levels as we continue to experience savings fiom our Costa Rica manufacturing facility. 
Operating Expenses 

Research and development expense increased to $10.6 million, or 9% of total revenues, in 2003 fiom $8.8 million, or 10% of total revenues, In 2002 and fiom 
$8.0 million, or 10% of total revenues, in 2001. The increase in research and development expenses in 2003 as compared to 2002 is prhnaiily due to our 
continued investment in CoUation technology, which we believe is essential for us to maintain and improve our c<mipetitive portion. Theinoease ccosists of 
$12 million in increased compensation and related cs^enses due to increasing headcount, and $0.6 million in increased prototype development costs. The - 
increase in research and development expenses in 2002 as compared to 2001 was primarily due to increased compensation and related expenses of $0.1 million 
due to increasingheadcount, and increased development prototype materials esmense of $0.1 million, and $0.5 miUion in increased fedlity and information 
system costs iii conjunction with wqpanding our infrastructure: We believe that mvestment in our CoUation technology is essential for us to maintain our 
conmetitive position. We expert to increase the dollar amount of research and development esqienses through continued expenditures on new i»oduct 
development, including for the newly acquired MDA products, regidatory affeirs, clinical stodies and patents, with expenses as a percentage of proAict sales to 
remain essentially fiat 

Sdes and marketing egtense increased to $473 rmllion. or 40% of total revenues, in 2003 fiom $363 miUion, or 41% of total revenues, in 2002, and from $29.7 
mOliott, or 38% of toua revenues, in 2001. IttcreaiKd 
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